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r/ie MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) l\^ONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenn adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to comnnunication(s) filed on 05 January 2005 . 
2a)M This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 28,29,31,35.45,95.117-139 and 176-178 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 13 Claim{s) 35,45,95,121-139 and 176-178 is/are allowed. 

6) |EI Claim(s) 28, 29. 31 & 117-120 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)\J None of: 

1 Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Infonmation Disclosure Statenrient(s) (PTO-1449 or PTO/SB/08) 
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DETAILED ACTION 

claim Rejections - 35 uses 103 

1. Tke following is a quotation of 35 U.S.C. 103(a) wkick forms tke kasis for all 
okviousness rejections set fortk in tkis Office action: 

(a) A patent may not Le oLtaineJ tkougk tke invention is not iJenticaUy JiscloseJ or JescrikeJ as set fortk in 
section 102 of tkis title, if tke differences between tke sukject matter sougkt to Le patented and tke prior art are 
suck tkat tke siakject matter as a wkole would kave teen oLvious at tke time tke invention was made to a person 
kaving ordinary skiM in tke art to wkick said sukject matter pertains. Patentakdity skall not te negatived by tke 
manner in wkick tke invention was made. 

2. Tke factual inquiries set fortk in Graham w.Jokn Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), tkat are applied for estaklisking a kackground for determining okviousness 
under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining tke scope and contents of tke prior art. 

2. Ascertaining tke differences ketween tke prior art and tke claims at issue. 

3. Resolving tke level of ordinary skill in tke pertinent art. 

4. Considering okjective evidence present in tke application indicating okviousness or 
nonokviousness . 

1. Claims 28, 29, 31 & 117-120 rejected under 35 U.S.C. 103(a) as keing unpatentakle 
over "Fatty Acid Etkyl Esters: Etkanol Metakolites Wkick Mediate Etkanol- Induced Organ 
Damage and Serve As Markers of Etkanol Intake" ky Laposata (kerein referred to as "Laposata"). 

Laposata teackes tkat FAEE's correlate to tke incidence of etkanol intake in liver and 
adipose tissue found in kuman sukjects, particularly in infants and deceased individuals. FAEE's 
can serve as a kotk a long term and skort term marker of etkanol ingestion. FAJGE's persist in 
tke test samples for at least 24k after etkanol intake was completed. Tkere is clinical utdity for 
tke FAEE measurement, as several algoritkms kave keen developed to monitor etkanol intake. 
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See page 308, 1°^ full paragrapk; page 313, last full paragrapk; page 314, 3^** full paragrapk- 
conclusion of tke reference. 

Laposata differs from tke instantly claimed invention in tkat its determination of FAEE 
is not exclusive to liver & adipose tissue samples. However, since tke instant claims are open to 
tke inclusion of additional steps (i.e., "comprising" language), tke claim would read on a metkod 
of determining tke total FAEE derived from many sources suck as tke pancreas, liver, keart, 
train and adipose tissue disclosed as sources of FAEE in Laposata. Tke total FAEE in Laposata 
would include an addition of tke FAEE from all of tkese sources. 

Laposata furtker differs from tke instant claims in tkat it does not expressly disclose tke 
amount of FAEE tkat is present in order to make tke determination of etkanol intake. 
However, "it is tke normal desire of scientists or artisans to improve upon wkat is already 
generally known." MPEP 2144.05.ILA. Tke Laposata reference makes a determination of 
keigktened etkanol intake. Tkis determination would require a comparison of tke measurea 
amount of FAEE in a sukject to a known kaseline amount of FAEE. It would necessarily follow 
tkat in order to diagnose keigktened etkanol intake, an elevated range would ke ascertained. 
Tkus, it would kave keen okvious to one kaving ordinary skill in tke art to modify tke Laposta 
reference ky selecting any numker witkin tke elevated range witk tke expectation tkat samples 
equaling or exceeding tkat amount would ke reliakle indicators of etkanol intake. 
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Response to Arguments 

2. Applicant's remarks, see page 7, filed 1/5/2005, witk respect to tke rejection of claims 
176-178 under 35 USC 112,1^' paragrapk kave keen fully considered and are persuasive. Tke 
rejection of tke claims kas keen witkdrawn. 

3. Applicant's arguments filed 1/5/2005 regarding tke rejection of tke claims under 35 USC 
103 kave keen fuUy considered kut tkey are not persuasive. 

Applicant kas argued tkat tke Examiner kas provided no kasis for asserting tkat total 
FAEE would include an addition of tke FAEE from all sources. Tke Examiner disagrees. See 
page 308, 1'' full paragrapk; page 313, last full paragrapk; page 314, 3"^ full paragrapk- 
conclusion of tke reference. Laposata clearly teackes tkat FAEE can serve as a marker and it 
furtker clearly teackes tkat FAEE can ke derived from pancreas, liver, keart, krain and adipose 
tissue. Tke Laposata reference goes into detail wken it teackes quantifying tke FAEE in adipose 
tissue and klood and expressly teackes kigk concentrations of FAEE in tke otker kody samples. 

Appkcant kas argued tkat if tke reference teackes determining FAEE from eack of tkese 
sources, tke L aposata reference stiU skould not ke applied against tke claims kecause tke instant 
claims require liver & adipose specifically. However, Laposata's disclosure would emkrace tke 
recited sources along witk tke otker sources enumerated in tke disclosure. Tke instant claims are 
not limited to just liver and adipose FAEE determination, kut instead require at least tke 
determination of FAEE from tkese two sources. 

icant kas taken issue witk tke Examiner's interpretation of "comprising" witkin tke 
claim. However, tke Laposata reference teackes tke determination of FAEE from several 
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different sources, including liver and adipose tissue. Contrary Applicant's ckaracterization of tke 
reference, its disclosure is troad enougk to encompass not only wkat is currently Leing claimed, 
but also additional steps/sources not required ty tke claims. 

Allowable Suhject Matter 

4. Claims 35, 45, 95, 121-139 & 176-178 are allowed. 

5. Tke following is a statement of reasons for tke indication of allowakle sukject matter: tke 
prior art does not teack or suggest tkat a ratio of the amount of total liver FAEE to tke amount 
of total adipose FAEE of at least 2 is indicative of etkanol intake; tke prior art does not teack or 
suggest etkyl arackidonate in at least 200 pmol/gram in tke tissue, singularly, to indicate etkanol 
intake. 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of tke extension of time 
policy as set fortk in 37 CFR 1.136(a). 

A skortened statutory period for reply to tkis final action is set to expire THREE 
MONTHS from tke mailing date of tkis action. In tke event a first reply is filed witkin TWO 
MONTHS of tke mading date of tkis final action and tke advisory action is not mailed until 
after tke end of tke THREE-MONTH skortened statutory period, tken tke skortened statutory 
period will expire on tke date tke advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will ke calculated from tke mailing date of tke advisory action. In no event, 
nowever, will tke statutory period for reply expire later tkan SIX MONTHS from tke mailing 
date of tkis final action. 
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Any inquiry concerning tkis communication or earlier communications from the 
examiner skould Le directed to Monique T. Cole wkose telephone numter is 571-272-1255. 
The examiner can normally he reached on Monday- Thursday from 6:30 A.M. to 4:00 P.M. 

if attempts to reach the examiner hy telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can he reached on 571-272-1267. The fax phone numher for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may he ohtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be ohtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is avadable through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to tke Private PAIR 
system, contact tke Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

-77?- C^A. 

Monique T. Cole 
Primary Examiner 
Art Unit 1743 
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